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Goals of Study Plan Review
Process

= Review, approve study plan package

= Secure consensus-backed Preliminary
Final Study Plan Package by March
2002

= Begin critical path studies ASAP




Study Plan Review Process
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» Identify CP studies for
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= Resolve heartburn or
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= Review non-CP
studies, if time

= “Consent” CP studies
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= Review, approve
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= “"Consent” non-CP
studies, if time
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AN

» Finalize outstanding
CP studies

= Address Plenary
heartburn on CP
studies

= SD #1 comments
incorporated in studies

= Address heartburn on
CP studies
= Continue study details

March

= Approve revised CP
studies

» Contingency plans, if
needed
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study plans
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= Address heartburn on
CP studies
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